This study details the further validation of the Premature Ejaculation Diagnostic Tool (PEDT), a fiveitem tool, developed to systematically apply the Diagnostic and Statistical Manual of Mental Disorders, revised version 4 (DSM-IV-TR), criteria in diagnosing presence or absence of premature ejaculation (PE). A total of 102 men completed the PEDT and were then interviewed by one of the seven clinical experts, who made a diagnosis of presence or absence of PE. The diagnoses from these two methods were compared to assess the convergent validity of PEDT. Retest reliability was also assessed, by men completing the PEDT a second time, approximately 2 weeks after the first administration. The level of agreement between clinical expert and PEDT diagnoses was very high (j-statistic ¼ 0.80 (95% CI ¼ 0.68-0.92)), and retest reliability was very good -Intraclass correlation coefficient ¼ 0.88. In summary, the PEDT is extensively validated, self-report measure that can systematically assess DSM-IV-TR criteria to provide accurate diagnoses of PE/no-PE.
Introduction
Interest in treating premature ejaculation (PE) has grown over recent years. However, the most widely accepted definition from the American Psychiatric Association's Diagnostic and Statistical Manual, revised version 4 (DSM-IV-TR) 1 is hard to apply systematically for diagnosing this condition, since the definition is vague and open to interpretation. 2 For example, 'before the person wishes it', or 'causes marked distress or interpersonal difficulty' can be interpreted in many different ways. Waldinger et al. 3 have suggested an alternative definition of PE that is time dependent -an Intravaginal ejaculation latency time (IELT) of o1 min in 90% of coital attempts. More recently, Waldinger and Schweitzer 4 have suggested that IELT (o1.5 min) be incorporated into any planned DSM-V definition, alongside some quantification of control, distress and interpersonal difficulty issues. Broderick 5 and Rowland 6 go further and consider there needs to be a paradigm shift from the unidimensional construct of time for diagnosis of PE to a multidimensional construct, which includes an assessment of control and distress. Any new definition of PE will still require a systematic process to operationalize and capture the patient reported complaints of lack of control, distress, interpersonal difficulties, and so on. The PE Diagnostic Tool (PEDT) was developed and validated to achieve this aim. 7 The development and validation process resulted in a five-item measure that captures the salient issues regarding control, frequency, minimal sexual stimulation, distress and interpersonal difficulty (see Appendix). Using sensitivity, specificity and Receiver Operator Characteristic Curves a scoring system for diagnosing PE was developed: PE (p8), 'possible PE' (9 and 10) and no-PE (X11). The 'possible' group was introduced because, based on our various analyses, we could have set the cut-score for PE as low as 9. However, to mitigate falsepositives we chose to introduce the 'possible' PE group to emphasize that scores in this range were not clear cut and would require further investigation before deciding final diagnosis.
The aim of this study was to further demonstrate the validity and reliability of the PEDT by assessing its convergent validity against expert clinician diagnosis, and test-retest reliability over a 2-week period.
Methods

Study design
The study was approved by Institutional Review Board. Seven clinical experts were recruited to conduct interviews with men who self-reported PE ('presumed PE') or no-PE ('presumed no-PE'). The clinical experts each had several years experience in active practice diagnosing and treating men with PE and were recognized thought leaders, published authors or clinical study investigators. They were blinded to the subjects' self-report regarding PE status and also to their PEDT score.
Two weeks after the diagnostic interview, each participant was sent and asked to return another PEDT questionnaire to assess the test-retest psychometric properties of this measure.
Study population
This validation study took place in two sites in the United States, New York and Chicago. Recruitment of subjects involved general advertisement, followed by a telephone screen to identify a group of men with 'presumed PE' or 'presumed no-PE'. Men were screened as PE positive if they reported ejaculating in less than 2 min in 50% of their attempts at intercourse, were experiencing distress as a result of their PE and were currently sexually active in a stable, heterosexual relationship of at least 6 months duration. Men in the 'presumed PE' group could have either acquired or lifelong PE. The men were also screened to ensure they did not have erectile dysfunction (using the Erectile Function domain of the IIEF) nor were taking any medications for sexual functioning or for psychiatric illness. Those men screened with 'no presumed PE' problem were free of any sexual dysfunction, and were currently sexually active, in a heterosexual relationship of at least 6 months duration.
Study procedure
Men who were successfully phone-screened and who agreed to participate in the next phase, were scheduled for an appointment for a face-to-face diagnostic interview with an expert clinician. Before being interviewed, or completing any research instruments, each subject completed a written informed consent. They were then randomly assigned to participate in a diagnostic interview with one of the sexual health experts. There were four experts at each site, each of whom was scheduled to conduct a maximum of eight diagnostic interviews per day, over 2 days. Interviews lasted from 15 to 45 min. At the end of each interview, the expert recorded a diagnosis: 'does not have PE' or 'does have PE'. The clinical experts also made notes, recording key elements of the interview, demonstrating the process of assessment and how they arrived at their diagnosis. Participants were not informed of their diagnosis, but following completion of all study-related instruments were offered an information sheet about PE, giving details of books, web resources and therapists in their area registered with the Society for Sex Therapy and Research (www.sstarnet.org).
Statistical analyses
The primary analysis was between the clinical expert-generated diagnoses and the scored diagnoses on the PEDT. Each diagnostic method stated 'yes' PE or 'no-PE'. For assessment of convergent validity, the sample size was calculated based on marginal proportions of 35% of subjects with 'no-PE' and 65% subjects with PE using the method of Block and Kraemer. 8 The third/two-third split was based on the assumption that it was more important to test the tool's sensitivity (accurate diagnosis of PE) than specificity (accurate diagnosis of no-PE), hence the greater number of men with PE. A sample size of 97 is required to estimate a two-sided 95% confidence interval, with a width of 0.3, for a k of 0.70, that is, 0.70 þ 0.15. The k estimate, comparing PEDT with clinician diagnosis, is hypothesized to be above 0.40 ('Moderate' to 'Almost Perfect'), based on the guidelines provided by Landis and Koch 9 to describe the relative strength of agreement.
Test-retest reliability was assessed using intraclass correlation coefficient (ICC). A coefficient above 0.7 indicates adequate reliability. 10 
Results
Demographics
In total, 102 men aged 20-75 years old (mean ¼ 37.5, s.d. 10.4) were interviewed. This comprised 35 men (34%) who were screened as presumed no-PE (mean ¼ 38.9, s.d. ¼ 10.4) and 67 men (66%) with presumed PE (mean ¼ 36.8, s.d. ¼ 10.4). Each group contained 49% married (or living as married) and had been in their current relationship for 82.179.4 (months for PE group) and 78.6713.5 (months for no-PE). There were no statistically significant differences between the two groups with regard to age, marital status, length of the current relationship, education and income (see Table 1 for a breakdown of demographics by PE/no-PE status). Table 2 shows the frequency of agreement between the PEDT diagnosis and expert diagnosis. The seven Premature ejaculation diagnostic tool T Symonds et al subjects who fell into the 'possible PE' category (score ¼ 9, 10) were placed in the 'no-PE' category for this primary k-statistic analysis (diagnosis of PE/ no-PE). The k-statistic indicated level of agreement was high: 0.80 (95% CI ¼ 0.68-0.92).
Convergent validity
There was a 14% (six men) false-positive rate, whereby the PEDT indicated a diagnosis of PE, while the experts suggested the men did not have PE. Conversely, there was a 7% (four men) falsenegative rate in which the PEDT indicated no-PE while the experts diagnosed PE. Table 3 shows the frequency of agreement between the PEDT and clinical expert diagnosis if the 'possible PE' group were included in the PE group, thus using a cut-score of PEX9 and no-PEp8. The k-statistic dropped to 0.73 (95% CI ¼ 0.59-0.86), but does still indicate good agreement.
Eighty-seven men (85%) completed and returned the second PEDT. Retest reliability of the PEDT was very good (ICC ¼ 0.88), indicating excellent stability over time.
Discussion
The PEDT diagnostic tool was initially developed and validated using a cohort of men with selfreported PE, self-reported no-PE and a time-defined population (intra-vaginal ejaculation latency time (IELT) of o2 min in 70% of coital attempts). 7 This study, using a self-reported PE/no-PE population, provides further validation and reliability data of the PEDT. There is no objective assessment of PE status that can categorically diagnose presence or absence of PE. The closest thing to a gold standard diagnosis is expert clinician diagnosis, 'expert' meaning many years of clinical experience in diagnosing PE. It is acknowledged that there can be discrepancy between clinician diagnoses; however, the aim of this study was to ascertain if the PEDT could diagnose as well as a group of clinicians. The results clearly show that there was excellent concordance between the two, when the cut-score of X11 to indicate PE was used for the PEDT; the agreement was reduced somewhat when a lower cut-score was used. This confirms the use of the X11 cut-score; the 'possible' category of 9 and 10 should be used to indicate necessity for further investigation before final diagnosis is made. Clinicians with limited experience in diagnosing PE can feel confident that the PEDT offers them a simple, rapid and consistent means of assessing ejaculatory complaints. Since clinical experts are limited in number, the PEDT provides a rapid and reliable alternative to accurate diagnosis based on the DSM-IV-TR criterion.
IELT has been used as a primary diagnostic criterion and is considered by some experts to be the most important aspect of any diagnosis for PE [2] [3] [4] and should be incorporated into any new definition of DSMV diagnosis of PE. 2, 4 However, recent research by Patrick et al. 11 has questioned the usefulness of IELT as a primary or sole criterion for diagnosis because of the observed cultural variability. Furthermore, it is known that men will generally overestimate their IELT, 2,3 which also brings into question the validity of IELT in diagnosis when objective measurement is not utilized, although men with very short IELTs do estimate Abbreviations: PE, premature ejaculation; no-PE, no premature ejaculation. Waldinger and Schweitzer 2,4 have appropriately questioned the vagueness of terms such as 'minimal', 'before the person wishes' and 'persistent' used in DSM-IV-TR (and earlier DSM versions) in the diagnosis of PE. The PEDT was developed specifically to address this issue, the results of earlier research, 7 and this study, demonstrating that a simple tool can be used to standardize these somewhat vague terms.
Waldinger and Schweitzer 2,4 also suggest the incorporation of separate definitions for acquired and lifelong PE. Throughout the process of the development of this tool this distinction has not been made. Screening for men with PE did not specifically screen in or out either group of men, therefore, it is likely that men representing both groups were used and the tool should be applicable across these subsets. However, specific testing may be warranted to ensure the applicability of the proposed cut-score system for both lifelong and acquired PE sufferers.
Overall, the PEDT was developed to validly and reliably capture the essence of DSM-IV-TR, which this study demonstrated. More recently, Waldinger and Schweitzer 2,4 have suggested criteria important for DSM-V: IELTo1.5 min, severity (assessed using distress), interpersonal difficulty and control. The PEDT captures the latter three criteria and will still be applicable if DSM-V changes in the ways suggested by Waldinger and Schweitzer. The 1.5 min cut-point is still controversial and will depend upon clinical judgement with regard to whether to shorten or lengthen this criterion and whether to use in conjunction with the PEDT or not. Broderick, 5 in reviewing the PE literature, concluded that it would be 'inherently misleading and possibly dangerous to assume one value (IELT) for a heterogeneous population'. Shabsigh 12 agrees that diagnosis should be based on poor control, low satisfaction with intercourse and distress about ejaculating prematurely, but also includes 'short latency time' as a criterion, but with no specific definition of its meaning. He recommends need for a short and easily administered diagnostic tool to capture control, satisfaction and distress elements. He cites use of the Index of PE; 13 however, this is an outcome measure and not a diagnostic tool. Based on the PEDT's current validity data, it is this measure that should be recommended for future use in the diagnosis of presence or absence of PE.
NB: The PEDT is available for use; interested researchers should contact Tara Symonds. Currently the PEDT is available in the following languages: Czech, English (UK, US, Australian, Canadian English), Finnish, French, German, Hebrew, Hungarian, Italian, Norwegian, Polish, Portuguese, Spanish, Swedish and Turkish.
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Appendix: PE Diagnostic Tool
Tool for assessing premature ejaculation This is a questionnaire to help identify men who may have a problem with ejaculating too soon during sexual activity. Even if you do not have difficulties, please answer all the questions.
Please mark ( ) the box that best represents your answer for each of the questions below. Please mark only one box for each question.
Remember there are no right or wrong answers to these questions. While your experiences may change from time to time what we're interested in here is your general experience with intercourse.
Definition
Ejaculation here refers to ejaculation (release of semen) after penetration (when your penis enters your partner).
Not difficult at all Somewhat difficult
Moderately difficult Very difficult Extremely difficult 1
How difficult is it for you to delay ejaculation?
Almost never or never 0%
Less than half the time 25%
About half the time 50%
More than half the time 75%
Almost always or always 100% Premature ejaculation diagnostic tool T Symonds et al
